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REMARKS 

This application has been amended in a manner that is 
believed to place it in condition for allowance at the time of 
the next Official Action. 

Claims 49-71 are pending in the present application. 
Claims 37-48 have been canceled. Support for new claims 49-71 
may be found in previously-pending claims 37-48 and in the 
present specification at page 6, line 35 to page 9, line 9. 

In the outstanding Official Action, claims 37-48 were 
rejected under 35 USC §112, first paragraph, for allegedly being 
based on a disclosure that does not enable the claimed invention. 
This rejection is respectfully traversed. 

Applicants believe that the outstanding Official Action 
has failed to meet its burden in showing that the claimed 
invention is not enabled by the present disclosure. Indeed, the 
Examiner is respectfully reminded that it is a well-founded 
principle that any assertion by the Patent Office that the 
enabling disclosure is not commensurate in scope for the 
protection sought must be supported by evidence or reasoning 
substantiating the doubts so expressed. As a matter of law, the 
express teaching of the patent specification cannot be 
controverted by mere speculation and unsupported assertions on 
the part of the Patent Office. As stated by the Court of Customs 
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and Patent Appeals in the case of In re Dinh-Nguyen and 

Stanhagen, 181 USPQ 46 (CCPA 1974): 

xx Any assertion by the Patent Office that the 
enabling disclosure is not commensurate in scope for 
the protection sought must be supported by evidence or 
reasoning substantiating the doubts so expressed. 181 
USPQ at 47." 

Such a standard must be applied with great care when 
the contentions of the Patent Office are contrary to the 
teachings of the specification. When reviewing the outstanding 
Official Action on this point, applicants believe that the 
Official Action fails to meet its burden in showing that the 
claimed invention is not enabled by the present disclosure. 

While the outstanding Official Action cites to RAETZ 
et al., SERVOS et al., and other publications in support of its 
position, applicants do not believe that these publications 
demonstrate that the claimed invention is not supported by the 
present disclosure. Indeed, while these publications may show 
that the genes involved in the early steps of lipid A 
biosynthesis, i.e., IpxA, lpxB and IpxD, are both structurally 
and functionally strongly conserved among most gram-negative 
bacteria, the claimed invention is directed to Neisseria 
meningitidis with a mutation in the IpxA gene. While 
destruction of the IpxA gene in Neisseria meningitidis does 
block lipid A synthesis, this bacterium can surprisingly still 
grow without lipid A. Given these facts, there is no reason to 
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assume that disruption of the Neisseria meningitidis IpxB or 
lpxD genes would not also block synthesis of lipid A. Moreover, 
as the present specification clearly demonstrates that Neisseria 
meningitidis does not require lipid A for growth, there is no 
reason to assume that Neisseria meningitidis IpxB or lpxD 
disruption mutants would not be viable. 

Nevertheless, new claims 49-71 are directed to a 
viable bacterium of the species Neisseria meningitidis, wherein 
the bacterium comprises a mutation in the IpxA gene. As a 
result, it is believed that the present disclosure reasonably 
enables a viable bacterium of the species Neisseria meningitidis 
comprising a mutation in the IpxA gene. 

Thus, applicants believe that claims 4 9-71 are enabled 
by the present disclosure. 

Claims 37-48 were rejected under 35 USC §112, first 
paragraph, as allegedly containing subject matter which was not 
described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventors, at 
the time the application was filed, had possession of the 
claimed invention. This rejection is respectfully traversed. 

As noted above, claims 49-71 are directed to a viable 
bacterium with a species Neisseria meningitidis , comprising a 
mutation in an IpxA gene, wherein the mutation causes the 
bacterium to lack endotoxic lipopolysaccharide (LPS) . As a 
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result, applicants believe that the contention that the present 
specification does not provide for a viable bacterium of the 
species Neisseria meningitidis comprising a mutation in an lpxB 
gene or an lpxD gene has been obviated. 

However, applicants believe that the present 
disclosure clearly supports claims directed to a bacterium or a 
component part of a bacterium as an active component. The 
Official Action contends that the written description does not 
provide support for component parts of bacteria. 

However, applicants respectfully submit that the 
present disclosure is directed to a whole bacterium and 
component parts of bacteria. Indeed, the claimed composition 
may comprise live attenuated bacteria, parts or fractions of 
bacteria, outer membrane vesicles, outer membrane complexes and 
outer membrane proteins. All lack LPS but comprise an 
immunogenic outer membrane proteins (OMPs) . Indeed, the 

Examiner's attention is respectfully directed to page 5, lines 
24-37 and page 6, lines 23-36, wherein the present specification 
describes the use of mutant bacterium or outer membrane vesicles 
to be used in the claimed immunogenic compositions. 

The specification also discloses a method for 
producing immunogenic OMPs from bacteria that are free of LPS. A 
method can be found in the experimental section on page 10, 
lines 12-17, wherein a non-limiting example is provided for 
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immunological analysis of OMP compositions and an extraction 
method of OMP containing outer membrane complexes (OMCs) from 
bacteria, with references to related publications. Applicants 
also note that alternative methods for the isolation of OMPs 
from bacteria are known. Thus, in view of the above, applicants 
believe that the claimed invention is supported by the present 
disclosure . 

Claim 45 was rejected under 35 USC §112, first 
paragraph, as allegedly containing subject matter which was not 
described in the specification in such a way as to enable one 
skilled in the art to which it' pertains or with which it is most 
nearly connected, to make and/or use the invention. Applicants 
believe that this rejection has been obviated by the present 
amendment . 

In imposing the rejection, the Official Action alleged 
that the present disclosure did not enable claims directed to a 
vaccine. However, claims 49-71 have been drafted in a manner so 
they no longer recite a vaccine. Rather, claims 52-56 and 63-67 
are directed to an immunogenic composition. However, the 
claimed immunogenic composition may be used in a variety of 
products and formulations including vaccines. Thus, it is 
believed that this rejection has been obviated by the present 
amendment . 
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Claims 39 and 48 were rejected under 35 USC §112, 
second paragraph, as allegedly being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicants regard as the invention. Applicants believe 
the present amendment obviates this rejection. 

The Official Action alleged that terms such as "UDP- 
GlcNAc" and "LPS" must be spelled out when used for the first 
time in a chain of claims. It is believed that claims 49-71 
have been drafted in a manner so that these terms are spelled 
out when used for the first time in the claims. 

Thus, it is believed that claims 49-71 are definite to 
one of ordinary skill in the art. 

In view of the present amendment and the foregoing 
remarks, therefore, it is believed that this application is now 
in condition for allowance, with claims 49-71, as presented. 
Allowance and passage to issue on that basis are accordingly 
respectfully requested . 

Please charge the fee of $54 for the three extra 
claims of any type added herewith, to Deposit Account No. 25- 
0120. 

The Commissioner is hereby authorized in this, 
concurrent, and future replies, to charge payment or credit any 
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overpayment to Deposit Account No. 25-0120 for any additional 
f ees required under 37 C.F.R. § 1.16 or under 37 C.F.R. § 1.17. 

Respectfully submitted, 

YOUNG & THOMPSON 

Philip Dubois, Reg . No . 50, 696 
745 South 23 rd Street 
Arlington, VA 222 02 
Telephone (703) 521-2297 
Telefax (703) 68 5-057 3 
(703) 979-4709 

PD/lk 
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